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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 15 November 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 7-13 is/are pending in the application. 

4a) Of the above claim(s) 11-13 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ . Claim(s) 7-10 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10O The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)IEI All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Applicants election with traverse of Group II in the reply filed on November 15, 
2006 is acknowledged. The traversal is on the ground(s) that the antibody product and 
method of using antibody should be rejoined when the product is allowable. Method 
claims will rejoined after allowance of product claims as set forth in the previous office 
action and recast below. 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
All claims directed a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 
In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be 
fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to be allowable, 
the rejoined claims must meet all criteria for patentability including the requirements of 
35U.S.C. 101, 102, 103 and 112. Until all claims to the elected product are found 
allowable, an otherwise proper restriction requirement between product claims and 
process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
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prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 
The requirement is still deemed proper and is therefore made FINAL. 

2. Newly submitted claims 11-13 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

Group I, claim(s) 12, drawn to a method for blocking autoantibodies or binding to 

TSH. 

Group III, claim(s) 11, drawn to pharmaceutical composition comprising 
monoclonal antibody. 

Group IV, claim 13, drawn to method for treatment of hyper thryoidism. 

The inventions listed as Groups l-IIIV do not relate to a single inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features. 

Group I is drawn to a monoclonal antibody. Pursuant 37 CFR 1.475(d), these 
claims are considered by the ISA/US to constitute the main invention, and none of the 
related groups ll-IV correspond to the main invention. 

The product of Group I do not share the same special technical feature as the 
groups ll-IV in any one of the pairing, because any one of the product of group I is not 
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produced by any one of the groups IV, and each defines a separate invention over the 
art. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, separate search requirements, and different classification, restriction for 
examination purposes as indicated is proper. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 11-13 are withdrawn from consideration 
as being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 
821.03. 

3. Claims 1-6 have been cancelled. Claims 11-13 are withdrawn. Claims 7-10 are 
examined below. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

4. Claims 7 and 10 are rejected under 35 U.S.C. 101 because the claimed invention 
is directed to non-statutory subject matter. 
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Claims recite monoclonal antibody without recitation of limitation that indicates 
that " a hand of man" was involved in the invention and claims encompass naturally 
occurring antibodies in human. It is suggested that the term "isolated" be used in the 
claim limitations. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claim 9 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The specification does not provide a repeatable method for obtaining deposits 
recited in claim 9 and it does not appear to be a readily available material. A 
declaration that all restrictions imposed by the depositor on the availability to the public 
of the deposited material will be irrevocably removed would satisfy the enablement 
requirements of 35 U.S.C. § 1 12. 

If a deposit is made under the terms of the Budapest Treaty, then an affidavit or 
declaration by Applicants or someone associated with the patent owner who is in a 
position to make such assurances, or a statement by an attorney of record over his or 
her signature, stating (a) that the deposit has been made under the terms of the 
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Budapest Treaty; and (b) that all restrictions imposed by the depositor on the 
availability to the public of the deposited material will be irrevocably removed upon the 
granting of a patent, would satisfy the deposit requirements. See 37 C.F.R. § 1 .808. If 
a deposit is not made under the terms of the Budapest Treaty, then the requirements 
may be satisfied by an affidavit or declaration by Applicants or someone associated with 
the patent owner who is in a position to make such assurances, or by a statement by an 
attorney of record over his or her signature, stating that the deposit has been made at 
an acceptable depository and establishing that the following criteria have been met: (a) 
during the pendency of the application, access to the deposit will be afforded to one 
determined by the Commissioner to be entitled thereto; (b) all restrictions imposed by 
the depositor on the availability to the public of the deposited material will be irrevocably 
removed upon the granting of a patent; (c) the deposit will be maintained for a term of 
at least thirty (30) years and at least five (5) years after the most recent request for the 
furnishing of a sample of the deposited material; (d) a viability statement in accordance 
with the provisions of 37 C.F.R. § 1 .807 is provided; and (e) the deposit will be replaced 
should it become necessary due to inviability, contamination, or loss of capability to 
function described in the manner in the specification. In either case, the identifying 
information set forth in 37 C.F.R. § 1 .809(d) should be added to the specification if it is 
not already present. See 37 C.F.R. §§ 1 .803-1 .809 for additional explanation of these 
requirements. 

Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 7 and 10 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Rapoport et al. (US 6,747,139). 

Rapoport et al. disclose monoclonal antibodies against hTSH receptor which 
block TSH and autoantibodies (columns 15-19). The hTSH receptor comprises the 
FDSH sequences (sequence listings). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or(g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 7-8 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rapoport et al. (US 6,747,139) as applied to claim7-8 above, and further in view of 
Vandenbark (US 5,614,192). 

Teachings of Rapoport et al. is discussed above. Rapoport et al. does not teach 
humanized antibodies. 

Vandenbark disclose and teach humanized antibodies (columns 23-24). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use the monoclonal antibodies of Rapoport et al. to humanize the antibody 
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using the teachings of Vandenbark. One of ordinary skill in the art would have been 
motivated to make the humanized antibody because Rapoport et al. teach the 
importance of antibodies for treatment of Graves' disease and the humanized 
antibodies would provide the optimal product for such treatment. The humanizing of 
antibodies is an art well known to one of ordinary skill in the art and expectation of 
success is extremely high. 

6. No claims are allowed. 

7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Pak whose telephone number is 571-272-0879. 
The examiner can normally be reached on 8:00 - 2:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's . 
supervisor, Gary Nickol can be reached on 571-272-0835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Michael Pak 

Primary Patent Examiner 
Art Unit 1646 
1 February 2007 



